BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUOC VIET NAM Doc lap - Tu do - Hanh phiic
S6 3(3?6 / QLD-DK Ha Noi, ngay y thang S nam 2007

v/v ding ky thude ¢é hoat chit Biphenyl
Dimcthyl Dicarboxylat (B.D.D) .

Kinh giri :  S& Y (& cdc tinh, thanh phé tryc thuge trung wong
Céc cong ty xudt nhap khau duoc phim
e dan v san xudl thuoe

DE nang cao hicu qua cta thude trong phong viv chita bénh, thue hién kel
ludn cua Hoi déng xét duyét thuée Bo Y (& hop ngay 02/02/2007, Cuc Quan ly
Duoc Viet Nam thong bdo nhu sau:

L. Dong y ti¢p nhan hé so dang ky lai va dang ky méi doi véi thude cé chia
hoat chét Biphenyl Dimethyl Dicarboxylat dé xem xét thim dinh va cap s6 dang ky
luu hanh theo qui dinh.

2. Thong nhét chi dinh diéu tri cla thuéc cé chita hoat chat Biphenyl
Dimethyl Dicarboxylat 12 “Hé trg diéu tri (8n thuong t& bao gan do vi riit hodc do
hoa chat”,

3. D¢ nghi cdc don vi san xuat, nhap khau thudc chita hoat chat Biphenyl
Dimethyl Dicarboxylat di dugc cip s6 ding ky con hiéu luc tién hanh nop hé so
thay déi chi dinh.cta thudc cho phit hop v6i chi dinh néu trén dé Cuc Quan ly
Duge Vit Nam xem xét giai quyét thco qui dinh

Cuc Quén 1y duoc Viét Nam thong bdo dé cdc don vi biét va thuc hién ding
cic qui ché duge hién hanh.
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